
Ru le  5
Invas ive  in b od y
 or ific e  o r stom a
(n ot su rg ical ly)

T rans ien t use Long term
use

S hort te rm
use

Connec te d to a n
ac tive medical

device of Class IIa
o r higher

C lass
IIa

C lass
I

If o nly  in o ra l
cav ity, e ar  c an al
o r nasal  cav ity

C lass
I

C lass
IIb

If o nly  in o ra l
cav ity, e ar  c anal
o r nasal  cav ity

C lass
IIa

C lass
IIao ro r

Ru le  6
S ur gica ll y  invas ive

- tra nsien t  use

C lass IIa

Reusa b le su rg ical
ins t ru m e nt

D iagnose/control
- d efec t o f heart/

centra l cir cula tion system

o r o r

o r
S upply energy/

io niz ing  ra diatio n

C lass III

C lass I

C lass IIb

C lass IIb

B iolog ica l effect
-m ainly  abso rb ed

Class IIb

System to
a dm inis te r m ed icin es

- p otent ial ly hazardous

o r

o r

INVASIV E  D E V ICES



 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

Specifically to 
monitor/correct defect 

of heart or central 
circulatory system – 

by direct contact 

For use in direct 
contact with central 

nervous system 

Biological effect  
mainly absorbed 

Undergo chemical 
change  

in body – or 
administer  
medicines  

(NOT in teeth) 

To be placed in teeth 

Used in direct contact 
with heart or central 
circulatory / nervous 

system 

Biological effect or 
mainly absorbed 

Undergo chemical 
change in body – or 

administer medicines 
(NOT in teeth) 

Rule 7 
Surgically 
invasive 

Short-term use 

Rule 8 
Surgically 
invasive 

Long-term use 
and implantable 

devices 

 

Supply energy/ 
ionizing radiation 


